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DETAILED ACTION 

The following office action is a responsive to the Amendment filed, 05/07/07. 
The amendment filed 05/07/07 affects the application, 10/812,544 as follows: 

1. Claims 1, 40, 71, 74, 75 have been amended. Claims 26-39, 54-68 and 72 have been 
canceled. 

2. The responsive to applicants' arguments is contained herein below. 

Claims 1-3, 6-12, 40-53, 69-71, 73-75 are pending in the application 

Claim Objections 

Claim 69 is objected to because of the following informalities: Claim 69 is listed as 
previously presented but is also listed as being canceled. This appears appears to be a 
typographical error. Appropriate correction is required. 

Claim Rejections - 35 USC §103 

The following is a quotation of 35 U.S. C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in section 
102 of this title, if the differences between the subject matter sought to be patented and the prior art are such that the subject 
matter as a whole would have been obvious at the time the invention was made to a person having ordinary skill in the art to 
which said subject matter pertains. Patentability shall not be negatived by the manner in which the invention was made. 

Claims 1-3, 6-12, 40-53, 69-71, 73-75 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Yamamoto et al. (JP 62122671 A2, (English Translation)). 

In claim 1, applicant claims a viscoelastic composition comprising water, 0.6%w/v to 
4%w/v of hyaluronic acid or a salt thereof and 0.1% w/v to 2%w/v of 
hydroxypropylmethylcellulose, wherein the viscoelastic composition has a pseudoplasticity 
index from 160 to 5000, and a weight ratio of hydroxypropylmethylcellulose to hyaluronic acid 
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or a salt thereof from 0.1 to 1. Claims 2-3 are drawn to the composition of claim 1, wherein the 
hyaluronic acid and hydroxypropylmethylcellulose have specific average molecular weights 
ranges. Claims 6, 7 and 10 are drawn to the composition of claim 1, wherein the composition 
has specific osmolality, zero-shear viscosity and crossover frequency. Claims 8, 9, 11, 12, 69, 
70, 71 are drawn to the composition of claim 1, wherein the composition has specific viscosity, 
chemical scavenger including citrate and sorbitol, pH of about 5-8 and specific buffer. 

Yamamoto et al. disclose a viscoelastic composition comprising water, 1.0-2.0 w/v% of 
hyaluronic acid or a salt thereof and 1.0-2.0 w/v% of hydroxypropylmethylcellulose, and a ratio 
of hydroxypropylmethylcellulose to hyaluronic acid or a salt thereof of 1 (see page 3, 3 rd 
paragraph). Furthermore, Yamamoto et al. disclose a composition that has the same viscosity 
(1000-10000 cps (centipoise)), chemical scavenger (citrate) and a pH (7.4) as applicant's 
composition (see page 3, 3 rd paragraph and page 4, 4 th paragraph). Also, Yamamoto et al.'s. 
disclose that sugars which includes xylitol and sorbitol can be used (see page 3, 2 nd paragraph). 
In addition, Yamamoto et al. disclose that their composition can be used as a highly viscous 
liquid that is extremely effective for prevention of corneal disorders during intraocular surgery 
(see page 5, last paragraph). 

The difference between applicant's claimed composition and the composition of 
Yamamoto et al. is that Yamamoto et al. do not determine the pseudoplasticity index of the 
composition. 

It would have been obvious to one having ordinary skill in the art, at the time the claimed 
invention was made to prepare the composition suggested by Yamamoto et al. and to determine 
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the physical characteristics such as the pseudoplasticity index of said composition in order to use 
it as a highly viscous liquid to treat or prevent corneal disorders during intraocular surgery. 

One having ordinary skill in the art would have been motivated, to prepare the 
composition suggested by Yamamoto et al. and to determine the physical characteristics such as 
the pseudoplasticity index of said composition in order to use it as a highly viscous liquid to treat 
or prevent corneal disorders during intraocular surgery. It should be noted that the use of 
specific ratios of % w/v, amounts and molecular weights of the components in the composition 
depend on factors such as the severity and type of the corneal disorders treated. 

Claim 40 is drawn to a package for a viscoelastic compoisition, the package comprising a 
syringe containing a viscoelastic composition 0.6%w/v to 4%w/v of hyaluronic acid or a salt 
thereof and 0.1% w/v to 2%w/v of hydroxypropylmethylcellulose, wherein the viscoelastic 
composition has a pseudoplasticity index from 160 to 5000, and a weight ratio of 
hydroxypropylmethylcellulose to hyaluronic acid or a salt thereof from 0.1 to 1. Claims 41 and 
42 are drawn to the specific properties of the package comprising the composition and the 
intended use of the composition. Claims 43-44 are drawn to the composition of claim 40, 
wherein the hyaluronic acid and hydroxypropylmethylcellulose have specific average molecular 
weights ranges. Claims 47-49 and 51 are drawn to the composition of claim 40, wherein the 
composition has specific osmolality, zero-shear viscosity and crossover frequency. Claims 45 
and 46 are drawn to the composition of claim 40, wherein the composition has specific %w/v of 
hyaluronic acid and hydroxypropylmethyl- cellulose. Claims 50, 52, 53, 70, 73-75 are drawn to 
the composition of claim 40, wherein the composition has specific viscosity and pH of about 6.5- 
7.5 and specific buffer. 
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Yamamoto et al. disclose a viscoelastic composition comprising water, 1.0-2.0 w/v% of 
hyaluronic acid or a salt thereof and 1.0-2.0 w/v% of hydroxypropylmethylcellulose, and a ratio 
of hydroxypropylmethylcellulose to hyaluronic acid or a salt thereof of 1 (see page 3, 3 rd 
paragraph). Furthermore, Yamamoto et al. disclose a composition that has the same viscosity 
(1000-10000 cps (centipoise)), chemical scavenger (citrate) and a pH (7.4) as applicant's 
composition (see page 3, 3 rd paragraph and page 4, 4 th paragraph). Also, Yamamoto et al.'s. 
disclose that sugars which includes xylitol and sorbitol can be used (see page 3, 2 nd paragraph). 
Also,Yamamoto et al. disclose that buffers can be used (see page 3, 3 rd paragraph). In addition, 
Yamamoto et al. disclose that their composition can be used as a highly viscous liquid that is 
extremely effective for prevention of corneal disorders during intraocular surgery (see page 5, 
last paragraph). It should be noted that the said package does not add to the patentability of the 
said composition. It should be noted that it is well settled that "intended use" of a composition 
or product, e.g., to force said composition through a stainless cannula, does not further limit 
claims drawn to a composition or product. See, e.g., Ex parte Marsham, 2 USPQ2d 1647 (1987) 
md In re Hack 114, USPQ 161. 

The difference between applicant's claimed composition and the composition of 
Yamamoto et al. is that Yamamoto et al. do not determine the pseudoplasticity index of the 
composition. 

It would have been obvious to one having ordinary skill in the art, at the time the claimed 
invention was made to prepare the composition suggested by Yamamoto et al. and to determine 
the physical characteristics such as the pseudoplasticity index of said composition in order to use 
it as a highly viscous liquid to treat or prevent corneal disorders during intraocular surgery. 
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One having ordinary skill in the art would have been motivated, to prepare the 
composition suggested by Yamamoto et al. and to determine the physical characteristics such as 
the pseudoplasticity index of said composition in order to use it as a highly viscous liquid to treat 
or prevent corneal disorders during intraocular surgery. It should be noted that the use of 
specific ratios of % w/v, amounts and molecular weights of the components in the composition 
depend on factors such as the severity and type of the corneal disorders treated. 

Response to Arguments 

Applicant's arguments with respect to 102/103 rejections of claims 1-3, 6-12, 40-53, 69- 
71, 73-75 have been considered but are moot in view of the new ground(s) of rejection. 

The applicant argues that the JP'671 application describes a viscoelastic composition that 
comprises hyaluronic acid (HA), hydroxypropylmethyl cellulose (HPMC) or a mixture thereof, 
and a salt of carbonate or hydrogen carbonate. However, applicant 's claim composition 
comprises the claimed ingredients and thus does not exclude other component such as salt of 
carbonate or hydrogen carbonate. 

The applicant argues that the primary focus in JP'671 is to a viscoelastic composition that 
contains HA, HPMC or a mixture thereof with hydrogen carbonate and glucose. However, 
applicant 's claim composition comprises the claimed ingredients and thus does not exclude 
other component such as salt of carbonate or hydrogen carbonate. 

The applicant argues that there is no teaching of the necessity to even provide a mixture 
of HA and HPMC, let alone the claimed weight ratio, and the resulting pseudoplasticity index. 
However, Yamamoto et al. disclose a viscoelastic composition comprising water, 1.0-2.0 w/v% 
of hyaluronic acid or a salt thereof and 1.0-2.0 w/v% of hydroxypropylmethylcellulose, and a 
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ratio of hydroxypropylmethylcellulose to hyaluronic acid or a salt thereof of 1 (see page 3, 3 rd 
paragraph). It should be noted that the characteristic pertaining to the pseudoplasticity index of 
the composition is addressed above (see the above rejection). 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Michael C. Henry whose telephone number is 571-272-0652. 
The examiner can normally be reached on 8.30am-5pm; Mon-Fri. If attempts to reach the 
examiner by telephone are unsuccessful, the examiner's supervisor, Shaojia A. Jiang can be 
reached on 571-272-0627. The fax phone number for the organization where this application or 
proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 

Michael C. Henry 
September 17, 2007. 




Shaojia Anna Jiang, Ph.D. 
Supervisory Patent Examiner 
Art Unit 1623 



